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Chairman 

A Message from the Chairman
The year 2024 marks a pivotal step in Tanvex BioPharma Inc’s steady progress toward 
our sustainable vision. We fully understand that corporate success extends beyond 
financial performance; it must be rooted in environmental responsibility, social care, and a 
commitment to governance. In the face of global industrial transformations and challenges 
in the biotech sector, we embrace “Sustainable Innovation” as our core principle, actively 
demonstrating corporate responsibility and value across all ESG dimensions.

On the environmental front, we continually optimize our processes and equipment 
efficiency, and implementing energy-saving and carbon reduction measures. Our production 
facility in San Diego, USA, has passed inspections by the FDA, ensuring not only quality 
assurance but also compliance with stringent environmental and safety standards. We have 
also implemented raw material procurement and supply chain management mechanisms 
to gradually establish a low-carbon, low-waste biopharmaceutical production model, moving 
toward a more resilient green supply chain.

Regarding social topics we emphasize employee health and well-being, continuously 
improving workplace safety, employee development, and diversity and equality policies. 
During the internal organizational adjustments in 2024, we adhered to principles of 
transparent communication and care, appropriately reallocating human resources while 
promoting talent development and international technical exchange to foster an inclusive 
and learning-oriented corporate culture. Additionally, our core biosimilar TX01 has 
successfully obtained approval from U.S. FDA, symbolizing our increasing role in providing 
affordable cancer treatment options and fulfilling our commitment to public health.

In terms of governance, we continuously strengthen our corporate governance 
mechanisms, implementing robust risk management and regulatory compliance. 
Confronted with operational challenges and resource reorganization, we exercise 
stringent financial control, reducing operating expenses by nearly 40% year-on-year, 
showcasing our disciplined operational management. Concurrently, we are actively 
expanding our CDMO (Contract Development and Manufacturing Organization) business, 
establishing a strategic alliance with Bora Pharmaceuticals to achieve resource sharing 
and governance upgrades. This collaboration has officially integrated Bora Biotech into our 
group, enhancing our overall capabilities and credibility in the international CDMO market. 

Looking ahead to 2025, we will focus on the following key sustainability strategies:

•	 Expanding CDMO service capacity to become a globally trusted biotech manufacturing 
partner, utilizing one-stop integrated solutions to assist international pharmaceutical 
companies in accelerating the commercialization of innovative therapies, thereby 
providing more people with timely access to high-quality, affordable medical solutions.

•	 Continuing to advance ESG metric disclosure to enhance transparency and stakeholder 
communication.

•	 Investing R&D and operational resources in environmental facilities and sustainable 
technologies to be well-prepared for climate risks, moving toward a net-zero future.

In today’s rapidly changing global landscape, we firmly believe that companies capable 
of balancing innovation, operations, and sustainability are those with true long-term 
competitiveness. Tanvex BioPharma commits to meeting higher standards of corporate 
social responsibility, working hand-in-hand with employees, shareholders, customers, and 
the public to create a healthy and sustainable future. 
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About this Report
	» Report Overview

Tanvex BioPharma Inc. (hereafter referred to as Tanvex BioPharma) issued its second 
Sustainability Report in year 2025. Through this report, we aim to demonstrate Tanvex 
BioPharma’s commitment, actions, and achievements in sustainability issues and 
establish good communication and interaction with stakeholders. The disclosure scope 
in this report covers Tanvex BioPharma’s headquarters and its subsidiaries, including 
Tanvex Biologics Corporation in Taiwan (hereafter referred to as Tanvex Taiwan) and Tanvex 
BioPharma USA, Inc (hereafter referred to as Tanvex USA), in the United States. During 
the reporting period, the Company formally approved a merger with Bora Biologics 
Co., Ltd., a CDMO subsidiary of Bora Pharmaceuticals. Other than this, there were no 
significant changes in the Company’s organizational size, structure, or supply chain.

	» Reporting Period

The disclosed data and content mainly cover the year 2024 (January 1, 2024, to 
December 31, 2024), and some performance data will be traced back to 2022 and 2023 
to present relevant trends and changes.

Publication Date of this Report: August 2025
Scheduled Publication Date of Next Report: August 2026

	» Report Compilation Guidelines

The disclosure in this report is based on the Global Reporting Initiative (GRI) 
Sustainability Reporting Standards 2021 and the Sustainability Accounting Standards 
Board (SASB) for the biopharmaceutical industry. The GRI Standards and SASB 
Standards are provided at the end of the report for readers’ reference. The relevant 
statistical data and information in this report are obtained from Tanvex BioPharma’s self-
conducted surveys and the daily operational management data of various departments. 
They are calculated based on local regulations, international benchmarks, industry 
standards, or industry practices.

	» Management Process for the Report

This report is compiled by the ESG Task Forces, based on data, performance, and 
policy documents provided by relevant departments of the subsidiaries in Taiwan and 
the United States. After compilation, it is reviewed by the supervisors of the ESG Task 
Forces. Finally, it is approved for public release by the Sustainability Committee and the 
Board of Directors, and announced to internal and external stakeholders, demonstrating 
the Company’s commitment and achievements in sustainable development.

	» Contact Information

If you have any questions or suggestions with respect to this report, please contact us.

Tanvex BioPharma, Inc.
Address: 6 F., No. 12-2, Sec. 2, Shengyi Rd., Zhubei City, Hsinchu County 302058, Taiwan
Telephone: +886-3-658-3899
Contact person: Angela Luan, CFO
E-mail: contact@tanvex.com
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Sustainability Highlights

Governance & Product

•	 The self-assessment results of the Board 
of  Di rectors  and Ind iv idua l  Di rectors’ 
performance evaluations are all excellent, 
indicating that the overall operation of the 
Board is in robust condition.

•	 	No corruption or unethical behavior was 
found in 2024.

•	 	No cybersecurity incidents occurred in 
2024.

•	 Unique development model of vertical 
integration of upstream and downstream.

•	 	No incidents of customer health related non-
compliance incidents in 2024.

•	 Percentages of local suppliers in both Taiwan 
and the U.S. are over 90%.

Environmental

•	 Tanvex adopted the “Task Force on Climate-
related Financial Disclosures (TCFD)” and 
identified four relevant climate-related and 
two climate-related opportunities.

•	 In 2024, both Tanvex USA, Inc. and Tanvex 
Taiwan had one certified professional 
in toxic chemical management, and the 
responsible personnel regularly conducted 
relevant toxic substance management 
education and training.

•	 In 2024, no violations of regulations or 
procedures related to toxic and chemical 
substances occurred.

Social

•	 In 2024, Tanvex USA employed nearly 70% 
of its workforce from ethnic minorities.

•	 The Company achieved a 100% retention 
rate for employees on maternity leave.

•	 Female employees accounted for 49% of 
the total workforce, with female employees 
making up 49% of managerial positions.

•	 In 2024, Tanvex BioPharma provided training 
to a total of 140 employees, accumulating a 

total of 372 training hours.

E
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1-1 About Tanvex BioPharma, Inc.
Tanvex BioPharma,Inc. (hereafter referred to as Tanvex BioPharma) was established 
in May 2013. It is an international emerging biotech company focused on the 
development, production, and sales of biosimilar drugs through vertical integration. It 
has subsidiaries and operating bases in both the United States and Taiwan. The Tanvex 
Taiwan is primarily responsible for the research of biosimilar drugs. After development 
is completed by Tanvex Taiwan, it is then taken over by the team of Tanvex USA to carry 
out cell cultivation, process optimization development, and commercial production. 
Tanvex BioPharma is committed to developing safe, effective, and affordable 

biopharmaceuticals. In addition to its original self-developed biosimilar drugs, Tanvex 
BioPharma has expanded its business to include drug contract development and 
manufacturing services (CDMO). The Company leverages the expertise of professional 
teams in Taiwan and the United States, and its excellent and comprehensive equipment 
and technical development platforms. Tanvex BioPharma vertically integrates every 
aspect of the biopharmaceutical development value chain, fully controlling the entire 
process of drug substance manufacturing. It builds on its operational advantages and 
continuously innovates in the field of biopharmaceuticals.

Tanvex Biologics Corporation, Tanvex Biologics Corporation, 
Xizhi OfficeXizhi Office

Tanvex BioPharma, Inc., Tanvex BioPharma, Inc., 
Taiwan BranchTaiwan Branch

Tanvex BioPharma USA, Inc.,San Diego OfficeTanvex BioPharma USA, Inc.,San Diego Office

Tanvex Biopharma Canada, Inc.Tanvex Biopharma Canada, Inc.

Note 1: �The Taiwan Office was approved by the Ministry of Economic Affairs to be converted into a Taiwan Branch on 
November 21, 2024.

Note 2: �The capital amount is calculated as of the end of 2024.

Note 3: �Taiwan primarily focuses on biosimilar drugs research and development and is not a sales market. 

Note 4: �All calculations are based on full-time equivalent (FTE) working hours. 

Note 5: �The Canadian subsidiary has not yet commenced operations.

Company Name 
Tanvex BioPharma, Inc.

Date of Establishment 
May 2013

Capital 
NT$ 1,640,713,670Note 2

Head Office Address 
	‐ Registered Address of Company Headquarters: 
P.O.BOX 31119,Grand Pavil ion,Hibiscus Way,802 West Bay Road,KY1-
1205,Cayman Islands

	‐ Taiwan Branch AddressNote 1: 
6 F., No. 12-2, Sec. 2, Shengyi Rd., Zhubei City, Hsinchu County 302058, Taiwan

Industry
Biotechnology and Medical Industry

Main Business 
Research, process development, production of 
biosimilar drugs, and contract development and 
manufacturing organization (CDMO) services

Main Regions of Operation 
Taiwan and USA

Primary Market 
USA and CanadaNote 3

Stock Code 
6541

Number of Employees 
Total of 115 employees (90 in the United 
States, 25 in Taiwan) Note 4

Tanvex  
Biologics 

Corporation

Taiwan

Tanvex  
BioPharma  
USA, Inc. 

USA

Tanvex 
BioPharma, Inc., 
Taiwan Branch 

Taiwan

Tanvex  
BioPharma  

Canada, Inc.

CanadaNote 5

100%

100%100%

Cayman Islands
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1-1-1	 Company Business Introduction and Value Chain

Technologies and Business 	

Tanvex BioPharma is equipped with a wealth of experience and professional expertise. The Company’s 
core competitive advantage lies in its technologies in both Mammalian and Microbial fermentation. 
The developed biosimilar products are mainly used in the treatment of chemotherapy-induced 
neutropenia, breast cancer, colorectal cancer, and lung cancer. Our initial goal is to develop high-quality 
and affordable biosimilar drugs for the general public. Our medium to long-term goal is to develop 
innovative biopharmaceuticals, thereby achieving the Company’s mission of providing patients with 
safe, effective, and affordable biopharmaceuticals to cure diseases and extend their lifespan.

The main product, TX01(Neupogen® Biosimilar), had its Biologics License Application (BLA) 
accepted by the FDA in November 2018 and received FDA approval in July 2024. In June 2025, 
the Company signed an exclusive distribution agreement with a U.S. business partner, laying 
a solid foundation for the product’s commercial launch and market entry. In addition, TX01 has 
obtained the Canadian drug license in 2022 and was launched in Canadian market in January 
2024. TX05 (Herceptin® Biosimilar) had its BLA inspection accepted by the FDA in October 
2021, with supplementary documentation submitted for FDA drug approval in the first quarter 
of 2024. In August of the same year, the U.S. FDA accepted the application for supplementary 
documentation for the TX05 drug certification, and in January 2025, the Company received a CRL 
notification from the FDA. The Company is currently in discussions with downstream filling and 
packaging plants to address improvements and respond to the FDA, adhering to their regulations 
and requirements. TX04 (Neulasta® Biosimilar) is in the planning stage for scale-up process and 
preparation for critical clinical trials. For more information on the Company’s products and research 
progress, please refer to [4-1: Product Research and Development Progress and Outlook].

Product Value Chain 	

Tanvex BioPharma’s upstream activities involve raw material suppliers and process consumables suppliers, 
who provide high-quality and reliable raw materials for the Company’s biopharmaceutical research and 
production. Upon completion of production, the Company enters into contractual agreements with specialized 
medical intermediaries, particularly to assist in logistics distribution, patient support services, secondary 
packaging, marketing design, and Biologics License Application (BLA). These intermediaries ensure the delivery of 

the Company’s products to the end of the value chain, reaching medical institutions, doctors, and patients.

Upstream

Raw material supplier

Process consumables suppliers

Midstream

Development and research
Tanvex Taiwan

Process optimization and production
Tanvex USA

Downstream

Medical intermediaries
Conduct logistics distribution, patient 

support services, secondary packaging 
and Biologics License Application (BLA)

Medical institutions
Doctors, Patients
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2019 2020

2021

2022

2023

2024

Note: �The group’s key milestones are excerpted up to the end of 2024.  For more information on the Company’s corporate timeline and key 
milestones, please refer to Tanvex BioPharma annual report.

January	 �Submitted NDS to Health Canada for TX01 
(Neupogen® Biosimilar).

December	 (1)	� Raised NT$960 million of additional capital 
through a fol low-on public offering of 
common stock.

	 (2)	� Settled patent litigation with Amgen related 
to US patent No.9,856,287 for TX01.

February	 �Successful unblinding of Phase III trials for TX05 
breast cancer treatment.

March	� Signed a patent agreement with Amgen Inc., granting 
Tanvex BioPharma a license to use the Company’s 
patents in Canada.

May	 �FDA issued a CRL for TX01.

August	 TX05 (Herceptin® Biosimilar) BLA submission.

September	 Completed NT$1.68 billion capital fundraising.

October	 (1)	 TX05 BLA submission accepted by FDA.

	 (2)	� TX01 Canada Notice of Compliance (NOC) approved.

March	 �Tanvex BioPharma Canada, Inc., a Canadian 
subsidiary, was established.

April	 �Cash capital increase of NT$1.2 billion was completed 
to continue R&D of multiple biosimilar drugproducts 
and for replenishment of working capital.

April	 �Resubmitted the BLA for TX01(Neupogen® 
Biosimilar) to the U.S. FDA for market approval.

May	� Signed the TX01(Neupogen® Biosimilar) distribution 
licensing agreement for the Canadian region with 
Sandoz.

May	� The U.S. FDA has officially accepted the Biologics 
License Application (BLA) for review for the TX01 
(Neupogen® Biosimilar).

March 	 �Pivotal trials completion of enrollment for TX05.

October	 Pivotal trials completion of treatment for TX05.

November	 �(1)	 �Submitted TX01 NDS responses to Health 
Canada.

	 (2)	TX01 BLA resubmission.

	 (3)	� Clinical trial completion of last patient 
surgery for TX05.

December	 (1)	� Signed binding term sheet with Canadian partner.

	 (2)	� Raised NT$1.7 billion of additional capital 
through a fol low-on public offering of 
common stock.

February	 �Signed CDMO service with AP Bioscience in cell 
line and process development.

May	� The US FDA conditionally approved the patent 
name of the biosimilar drug TX05 (Herceptin® 
Biosimilar) as Valheric.

June	 �Cooperated with TaiMed Biologics on the 
development and production of Antibody-Drug 
Conjugates (ADC) and Bispecific Antibodies (BsAb).

July	 �The biosimilar drug TX01 (Neupogen® Biosimilar) 
has been approved by Health Canada for a “Drug 
Establishment License”.

August	 �BLA application for TX01 (Neupogen® Biosimilar) 
was re-submitted to the FDA.

April 	� Cash capital increase of NT$1.44 billion was completed to 
continue R&D of multiple biosimilar drug products and for 
replenishment of working capital. 

June	 �TX01(Neupogen® Biosimilar) received approval for market 
authorization from the U.S. FDA.

August	 �The drug license resubmission application has been formally 
accepted by the U.S. FDA for the biosimilar drug TX05 
(Herceptin® Biosimilar). 

October	 �Tanvex BioPharma’s extraordinary shareholders’ meeting has 
formally approved the merger with Bora Biologics with Tanvex 
BioPharma issuing new shares as the merger consideration. 
Tanvex BioPharma will be the surviving company and Bora 
Biologics will be merged into Tanvex BioPharma. Starting from 
the base date of the merger base date, Tanvex Taiwan will 
assume all rights and obligations of Bora Biologics.

A Message from 
the Chairman

About  
this Report

Sustainability 
Highlights

Governance  
and Welfare

Social Inclusion and 
Co-Prosperity

Life Saving  
Medical Innovation 

Environmental  
Sustainability Appendix 092024 Tanvex BioPharma  

Sustainability Report

Sustainability 
Overview







1-2-2 Sustainability Vision and Strategies

Tanvex BioPharma is committed to providing safe, effective, and affordable 
biopharmaceuticals to patients. Our sustainable vision is to become a global leading 
biopharmaceutical CDMO company, dedicated to enhancing human health and well-
being through affordable biopharmaceuticals. In the spirit of corporate sustainability, 
we continuously develop and produce high-quality biopharmaceuticals through vertical 
integration and innovation to meet the growing global healthcare needs. We offer 
affordable products to bring people a longer and healthier life.

Tanvex BioPharma actively implements the concept of ethical operation in our company 
and value chain, comply with ethical guidelines and legal regulations, and protect the 

rights of patients and customer privacy. We prioritize the professional development and 
physical and mental well-being of our employees, actively create a safe and comfortable 
working environment, and build positive labor relations. We are committed to reducing 
environmental impacts throughout our operations, managing greenhouse gases, energy, 
water, waste, and toxic substances. We ensure that our production processes are 
environmentally friendly. We incorporate our sustainable development vision into the 
Company’s operational and development strategies, aiming to create more sustainable 
value for all stakeholders in the value chain.

Provide safe, effective, and affordable biopharmaceuticals for patients in order to 
cure diseases, and enable survival or prolong life. To make patients, shareholders, 
employees, partners, healthcare insurers, and all stakeholders in the value chain the 
greatest beneficiaries.

Tanvex BioPharma is committed to pursuing excellence, sustainable operation, and independent autonomy. We possess 
the ability of rapid response and persistent execution. We grasp opportunities and adapt flexibly to regulatory changes.
We value talent development, focus on environmental sustainability, and build a favorable working environment for every 
member of the Company, so as to create higher corporate value.

Our culture emphasizes the pursuit of excellence and innovative thinking. We have state-of-the-art equipment and 
rigorous and professional process development capabilities. We have cGMP drug production capabilities, adhering to and 
meeting strict international standards. We utilize the latest environmental protection technologies to effectively shorten 
development cycles, reduce production costs, and rapidly bring products to market.

Corporate  
Philosophy

Corporate  
Mission
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Stakeholder type Communication Channels/ 
Engagement Methods Communication Frequency Material Topics of Concern Communication Record

Shareholders/ 
Investors •	 Shareholders’ meetings

•	 Institutional investor conference

•	 Market Observation Post System 
(MOPS)

•	 Company website (latest news)

•	 Company email and contact phone 
number

Contact person: Angela Luan, CFO 
Email: contact@tanvex.com 
Telephone: +886-3-658-3899

•	 Shareholders’ Meetings: Annual

•	 Legal person conference: Irregular 
basis

•	 Market Observation Post System 
(MOPS) Disclosure: Regular/Irregular 
basis

•	 Disclosure of company-related 
information on the Company 
website: Irregular basis

•	 Compliance with Regulations 

•	 Ethical Management and Anti-
Corruption

•	 Convened two shareholders’ 
meetings in 2024

•	 Convened one institutional investor 
conference in 2024

1-3 �Stakeholder Communication and 
Materiality Assessment

1-3-1 Stakeholder Engagement

Tanvex BioPharma follows the five principles of stakeholder engagement outlined in the 
AA1000 SES Stakeholder Engagement Standard: dependence, responsibility, tension/
concern, influence, and diversity of perspectives. The Company identifies and categorizes 
the following 9 stakeholders who have a close relationship with its operations: 
shareholders/investors, patients, healthcare workers, employees, government, suppliers 
and business partners, local communities, media, and contract research organizations.

Shareholders/
Investors

Patients

Healthcare 
Workers

Tanvex
Stakeholders

Employees

Government
Suppliers 

and Business 
Partners

Contract 
Research 

Organizations

Media

Local 
Communities

A Message from 
the Chairman

About  
this Report

Sustainability 
Highlights

Governance  
and Welfare

Social Inclusion and 
Co-Prosperity

Life Saving  
Medical Innovation 

Environmental  
Sustainability Appendix 132024 Tanvex BioPharma  

Sustainability Report

Sustainability 
Overview



Stakeholder type Communication Channels/ 
Engagement Methods Communication Frequency Material Topics of Concern Communication Record

Patients
•	 Company email

•	 Telephone

Contact person: Commercial Department 
Email: contact@tanvex.com	  
Telephone: +1-858-210-4100

•	 Irregular basis, on demand 

•	 Customer Health and Safety 

•	 Compliance with Regulations

•	 Ethical Management and Anti-
Corruption 

•	 Information Security 

•	 Working with CRO team 
to establish procedures for 
pharmacovigilance in advance of 
product approvals to ensure safety 
and compliance

Healthcare  
Workers

•	 Company email

•	 Telephone

•	 Conferences

•	 Video conferences

Contact person: Commercial Department 
Email: contact@tanvex.com	  
Telephone: +1-858-210-4100

•	 Company email: Irregular basis

•	 Telephone contact: Irregular basis

•	 Conferences: Occasional

•	 Video conferences: Irregular basis

•	 Customer Health and Safety

•	 Innovation and R&D

•	 Compliance with Regulations 

•	 Ethical Management and Anti-
Corruption 

•	 The Company has obtained 
pharmaceutical approval of the 
TX01 in Canada and is scheduled for 
market release in Canada in 2024 
through a sales partner. TX01 also 
received approval from the United 
States Food and Drug Administration 
(US FDA) in 2024, and there are 
active plans to officially launch sales 
in the US market in 2025.

•	 Three TX05 clinical trial sites in 
Mexico and Peru underwent 
inspections by the FDA’s 
Bioresearch Monitoring Program 
(BIMO)

Employees
•	 All-staff meetings

•	 Suggestion box

•	 Employee Engagement Survey

•	 Employee newsletter/memos

•	 One-on-one meetings

•	 Group meetings

Contact person: HR Department 
E-mail address: contact@tanvex.com 
Telephone: +886-3-658-3899

•	 Suggestion box: Irregular basis

•	 Employee Engagement Survey: 
Annual

•	 Ethical Management and Anti-
Corruption

•	 Occupational Health and Safety

•	 Training and Education 

•	 Labor Relations and Human Rights

•	 When regulations require public 
announcements and are expected 
to be implemented, relevant 
information will be disseminated to 
employees via email

•	 Safety issues or related warnings 
(e.g. immediate changes in safety 
measures or analysis of specific 
situations) will be addressed based 
on severity and frequency
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Stakeholder type Communication Channels/ 
Engagement Methods Communication Frequency Material Topics of Concern Communication Record

Government
•	 Paper and digital documents

•	 Policy advocacy meetings organized 
by competent authorities

Contact person: Angela Luan, CFO 
Email: contact@tanvex.com 
Telephone: +886-3-658-3899

•	 Irregular basis

•	 	Ethical Management and Anti-
Corruption 

•	 	Compliance with Regulations 

•	 	Customer Health and Safety 

•	 Labor Relations and Human Rights

•	 No violations of government 
regulations occurred in 2024

Suppliers and Business 
Partners •	 Company email

•	 Telephone

•	 Supplier evaluation

•	 Supplier interviews

•	 Dedicated personnel collecting 
supplier feedback and complaints

Contact person: Procurement Department 
E-mail address: contact@tanvex.com 
Telephone: +886-3-658-3899

•	 Company email: Irregular basis

•	 Telephone: Irregular basis

•	 Supplier evaluation: Annual

•	 Supplier interviews: Irregular basis

•	 Dedicated personnel collecting 
supplier feedback and complaints: 
Irregular basis

•	 Supply Chain Quality Management

•	 	Customer Health and Safety
•	 Pay attention to the latest updates 

on the supply chain and vendors

Local Communities
•	 E-Newsletters/All-employee inbox

•	 Communicate with employees via 
email regarding participation in local 
community services such as food 
drives or blood donations, which 
benefit the local community

•	 Communicate through email and/or 
personal visits to the community

Contact person: HR Department 
Email: contact@tanvex.com 
Telephone: +886-3-658-3899

•	 Newsletter: Sent to employee 
monthly

•	 Emails: Sent to the local community 
on an irregular basis

•	 Ethical Management and Anti-
Corruption

•	 Compliance with Regulations

•	 Recently participated in the 
collection and distribution of non-
perishable food to the homeless/
needy individuals in the community

•	 Conduct on-site promotions and 
organize food donation events, with 
collected items being delivered to 
local food distribution centers
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Stakeholder type Communication Channels/ 
Engagement Methods Communication Frequency Material Topics of Concern Communication Record

Media
•	 Press release

•	 Press conference

Contact person: Commercial Department 
Email: contact@tanvex.com 
Telephone: +886-3-658-3899

•	 Irregular basis

•	 Ethical Management and Anti-
Corruption 

•	 Compliance with Regulations 

•	 Customer Health and Safety 

•	 Released 8 press releases in 2024

•	 Hosted 1 press conference in 2024

Contract Research 
Organizations

•	 Company email

•	 Telephone

•	 Video conferences

Contact person: Clinical Department 
Email: contact@tanvex.com 
Telephone: +886-3-658-3899

•	 Conducting trials : Regular basis

•	 Occupational Health and Safety

•	 Ethical Management and Anti-
Corruption 

•	 Compliance with Regulations 

•	 Innovation and R&D

•	 In July 2024, the Company 
resubmitted the application 
for regulatory approval for the 
biosimilar product TX05 to the FDA. 
In August, the FDA responded, 
accepting the resubmission and 
initiating the review process. In 
January 2025, we submitted CRL 
to the FDA
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Material Topics Compliance with Regulations Information Security

Policy/Commitments
We comply with the laws and regulations set forth by competent authorities, 
continuously monitor the latest legal developments, and make timely 
adjustments.

We establish internal information security policies, plan and implement 
information security operations, and promote and enforce information security 
policies.

Actual and Potential 
Positive and Negative 
Impacts

Positive: Compliance with domestic and international regulations to maintain a 
positive corporate image.

Negative: The nature of the Company’s products, such as biosimilars, includes 
patent issues and potential litigation risks with the original manufacturers. 
Inadequate handling of these issues could damage the Company’s image.

Positive: Enhancing the security information protection network to maintain 
stable operation of the corporate information system.

Negative: In the future, the Company may possess patient data related to 
the use of drugs, and any data breaches could have significant consequences. 
However, this risk does not currently exist as the product is not yet on the market.

Activities or Business 
Relationships Involving 
Negative Impacts

With the gradual commercialization of the Company’s products, patent lawsuits with 
the original manufacturers are inevitable, but the Company has comprehensive legal 
consulting resources to ensure the satisfactory resolution of patent litigation.

No activities or business relationships with negative impacts.

Preventive and 
Mitigating Actions

Quarterly review of relevant laws and systems for financial reporting, with 
external professionals assisting in the audit.

To prevent negative incidents regarding information security, we have established 
policies and conducted employee training to ensure implementation. Key issues 
are also included in the board meeting agenda to enhance oversight functions.

Effectiveness 
Evaluation  
(Objectives)

2024 Performance:
•	 This year, external professional 

consultants were hired to provide 
legally compliant guidance on various 
developments.

2025 Goals:
•	 Quarterly preparation of financial 

reports in accordance with relevant 
laws and regulations, with external 
professionals or accountants engaged 
for auditing.

2024 Performance:
•	 No incidents of information leakage 

have occurred.

2025 Goals:
•	 To ensure that sensitive information 

is kept private and only accessible to 
authorized individuals, maintaining 
the accuracy and trustworthiness of 
data, and ensuring that information 
and systems are available and 
functional when needed.

Stakeholders 
Engagement

•	 Publish major announcements on the Market Observation Post System and 
update the status on the Company’s website.

•	 Conduct periodic press conferences to explain the Company’s situation and 
issue press releases.

•	 We establish internal information security policies, plan and implement 
information security operations, and promote and enforce information security 
policies.

Social

Product

Governance
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Corporate  Corporate  
GovernanceGovernance

2-1	 Business Management

2-2	 Ethical Management

2-3	 Information Security

2-4	 Legal Compliance

2-5	 Risk Management

•	 No corruption or 

unethical behavior was 

found in 2024.

•	 No cybersecurity 

incidents occurred in 

2024.

•	 The self-assessment results 

of the Board of Directors 

and Individual Directors’ 

performance evaluations are 

all excellent, indicating that 

the overall operation of the 

Board is in robust condition.

















2-2	 Ethical Management

2-2-1	 Ethical Management Policy and Commitment

Ethical Management Policy	

To establish a corporate culture of ethical corporate management, Tanvex BioPharma 
has established “Ethical Management Principles” and “Ethical Corporate Management 
Operating Procedures and Code of Conduct” through approval by the Board of Directors. 
These specify the matters that employees should pay attention to when conducting 
business activities to establish good corporate governance and risk management 
mechanisms, creating a positive operational environment. The scope of application 
of the ethical corporate management policy includes Tanvex BioPharma and its 
subsidiaries over which it has substantive control. It regulates that all employees 
should conduct business activities based on the principles of integrity and fairness in a 
transparent manner. It also prohibits unethical behaviors such as bribery and corruption, 
providing illegal political donations, improper charitable donations or sponsorships, 
offering unreasonable gifts or hospitality, infringing intellectual property rights, engaging 
in unfair competition, and causing harm to stakeholders through products or services. 
In addition, the Company incorporates ethical corporate management into employee 
performance evaluations and establishes clear reward and punishment mechanisms and 
a complaint system.

The promotion of ethical corporate management within the Company is coordinated by 
the CEO Office, which is responsible for the formulation, implementation, interpretation, 
and consultation services of the Ethical Corporate Management Operating Procedures and 
Code of Conduct in collaboration with the relevant departments such as Human Resources 
and Finance. The Audit Office is responsible for reporting and supervising the implementation 
of the content and reporting the implementation situation to the Board of Directors regularly 
(at least once a year). In 2023 and 2024, there were no violations of the integrity, corruption and 
bribery, anti-competition, antitrust and monopoly laws of Tanvex BioPharma.

Ethical Corporate Management Operating 
Procedures and Code of Conduct

Ethical Management Principles
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2-3	 Information Security

2-3-1	 Implementation of Information Security System

Information Security Policy 	

With the development of technology and the current wave of digitization, the security of networks and 
information systems is crucial. Information security incidents can result in high costs and damage to the 
Company’s reputation. To prevent the Company from experiencing information security risks and issues such 
as threats to information security, sensitive and confidential information leaks or losses, Tanvex BioPharma 
has established “Information Security Management Measures” and “Information Technology Resources and 
Systems Policy,” which encompass Tanvex Taiwan, Tanvex USA Inc., and the subsidiaries. The Company’s 
information security management measures adhere to the highest industry standards for information 
security. They regulate the Company’s information security management measures, establish the minimum 
requirements for information security within the Company, prevent unauthorized or malicious access 
and usage, avoid leakage or loss of sensitive and confidential data, and ensure the normal operation of 
information systems.

To effectively manage various information security scenarios, the Company has developed multiple 
Standard Operating Procedures (SOP) documents, including IT system policies, pharmaceutical plant server 
maintenance, data backup and recovery, computer system GAMP5 risk assessments, computer system 
access controls, VPN, computer system security, computer configuration management, and more (IT Systems 
Policy [SOP-001], GMP Server Maintenance [SOP-0174], Data Back-up and Restore [SOP-0327], Computer 
Systems GAMP5 Risk Assessments [SOP-0328], Computer System Access Controls [SOP-0357], VPN Security 
[SOP-0408], Computer System Security [SOP-0409], Config Mgmt. of Computers [SOP-0410]). By establishing 
a systematic framework, these procedures help the Company establish and maintain a comprehensive security 
management system, reduce the likelihood of information security incidents, and enhance incident response 
capabilities. Currently, Tanvex BioPharma has not implemented the ISO 27001 management system. However, 
the third-party logistics (3PL) company chosen for cooperation has implemented ISO/IEC 27001:2013, ISO/IEC 
27701:2019, ISO/IEC 27017:2015, and Security Operations Center (SOC) Type 2 systems to ensure the security of 
data during the Company’s product logistics processes.
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2-4	 Legal Compliance
Tanvex BioPharma is committed to operating its business with integrity and complying 
with the laws of the countries in which it operates. We adhere to the standards set by 
government regulations and establish internal operating procedures. We continuously 
monitor any amendments to laws and regulations made by competent authorities and 
make necessary adjustments accordingly. The Clinical Regulatory Affairs Department is 
primarily responsible for the execution of regulatory-related matters at Tanvex BioPharma. 
They handle pre-clinical planning, communicate with relevant regulatory authorities, and 
oversee clinical trial permits and drug registration applications. Additionally, personnel 
from various departments within the Company regularly monitor regulatory amendments 
announced by the competent authorities to promptly adjust.

The biopharmaceutical industry is highly regulated and subject to scrutiny by regulatory 
authorities. It is crucial to comply with local health and drug safety management 
regulations. Tanvex BioPharma strictly implements customer health and drug safety 
management. All relevant clinical trials are conducted in accordance with applicable laws 
and regulations, following relevant international standards. We also refer to the guidelines 
issued by the US FDA and establish relevant mechanisms in advance to meet the FDA’s 
requirements for pre-market safety reports. In the area of research and development, 
Tanvex BioPharma emphasizes both product and process innovation. A dedicated unit 
monitors and evaluates technological advancements, offering in-service training to keep 
the Company current with emerging technologies and legal developments. This proactive 
approach allows for timely updates to operational strategies. In 2023 and 2024, there 
were no incidents of non-compliance with health and safety regulations related to our 
products and services. Furthermore, there have been no legal cases related to misleading 
labeling or advertising. For detailed information on customer health and drug safety 
regulations, please refer to 4-2-1 Drug Safety.

Tanvex BioPharma considers any single event resulting in a fine of over one million New 
Taiwan Dollars as a significant violation. There were no significant violations or incidents 

of fines in 2023 and 2024.

2-5 Risk Management 
Tanvex BioPharma has established structured risk management framework, with the 
Board of Directors serving as the highest risk governance body, the Audit Committee 
overseeing and coordinating risk control, and the Audit Office conducting internal controls 
and audits. Through comprehensive risk management guidelines, processes, policy 
setting, and specific action plans, Tanvex BioPharma enhances its risk management 
system and mitigates risk impact.

To effectively identify potential risks in operational activities, Tanvex BioPharma conducts 
annual risk self-assessments. Based on the evaluation results, it formulates action 
plans and adjusts operational strategies to alleviate the impact of risks on operations. 
The results of the risk assessments are regularly compiled and reported to the Audit 
Committee and the Board to ensure dynamic oversight and effective implementation.

Moreover, to ensure the effectiveness of the Business Continuity Plan (BCP) and crisis 
response processes, regular drills are conducted to enhance employees’ ability to 
respond to risks.

Additionally, Tanvex BioPharma addresses risks related to key 
materials—such as supply chain disruptions, quality issues, 
and regulatory compliance—through established 
management procedures. The Company conducts 
thorough supplier evaluations to ensure adherence 
to GMP/FDA standards and monitors material 
sources through robust quality control systems. 
ESG considerations are also integrated into 
supplier assessments to meet evolving 
environmental regulations. A multi-layered 
evaluation strategy ensures the quality and 
consistency of sourced materials.
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Social Inclusion Social Inclusion 
and Co-Prosperityand Co-Prosperity

3-1	 Employee Recruitment & Retention

3-2	 Human Rights and Diversity

3-3	 Talent Cultivation

3-4	 Occupational Health and Safety

•	 In 2024, Tanvex USA employed  

nearly 70% of its workforce  

from ethnic minorities.

•	 The Company achieved a  

100% retention rate for 

employees on maternity leave.

•	 Female employees 

accounted for 49% of 

 the total workforce, with 

female employees making 

up 49% of managerial 

positions.

•	 In 2024, Tanvex BioPharma 

provided training to a total 

of 140 employees, 

accumulating a total of 

372 training hours.



3-1	� Employee Recruitment & 
Retention

Employees are vital assets to our company, and Tanvex BioPharma not only actively 
recruits talented individuals but also emphasizes employee development. We are 
dedicated to creating a favorable working environment for every member of our 
team. Through a comprehensive talent recruitment and retention system, we 
support the Company’s growth and strive to enhance corporate value.

In employee recruitment, Tanvex BioPharma upholds the principles of fairness, 
justice, and diversity to attract outstanding individuals who align with our 
corporate culture. Furthermore, we place great importance on employee 
career development by providing diverse educational and training programs, 
supporting and subsidizing participation in external courses, and helping 
colleagues enhance their professional capabilities, thereby nurturing human 
capital. To create a secure, stable, and motivating workplace, Tanvex BioPharma 
also offers competitive compensation, diversified employee benefits, effective 
communication channels, and a well-structured talent retention system, all aimed 
at enhancing the Company’s competitiveness.

3-1-1	 Labor Practice Indicators 

Tanvex Employee Structure 	

Tanvex BioPharma was founded approximately 12 years ago. With the product 
development process and company expansion, Tanvex BioPharma has been 
recruiting talent consistently. In 2024, the headcount for Tanvex Taiwan was 25, 
and the headcount for Tanvex USA was 90. About 95% of our employees were 
permanent in 2024. Neither Tanvex Taiwan nor Tanvex USA employs workers with non-
guaranteed hours.

About 95% of our employees 

were permanent in 2024.
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3-2	 Human Rights and Diversity
Tanvex BioPharma is committed to upholding the basic human rights of all employees and creating a workplace 
environment that fully guarantees human rights and diversity. To eliminate any acts that violate human rights, we strictly 
adhere to internationally recognized human rights issues, such as freedom of association, collective bargaining rights, 
care for vulnerable groups, prohibition of child labor, elimination of forced labor in all its forms, and elimination of 
employment and hiring discrimination. We actively implement equality and anti-discrimination principles in talent 
recruitment, compensation, benefits, education and training, performance evaluation, and promotion systems to 
ensure that all members, both internal and external, receive fair, equitable, and dignified treatment.

3-2-1	 Human Rights Policies

Tanvex BioPharma refers to and complies with the core values of various international human rights conventions, 
such as the Universal Declaration of Human Rights, the Convention on the Elimination of All Forms of 
Discrimination Against Women, and the International Convention on the Elimination of All Forms of Racial 
Discrimination, as well as local laws, to establish Tanvex’s human rights policies. The policy explicitly states that 
the Company must comply with relevant regulations and international human rights conventions and opposes 
any acts of discrimination and human rights violations (such as sexual harassment or workplace bullying) to 
safeguard employee rights and create an equal, non-discriminatory, and harassment-free work environment. This 
policy is issued and confirmed by the CEO of the Company and covers Tanvex Taiwan and Tanvex USA.

Concerns and Practices for Human Rights 	

The HR department of Tanvex BioPharma is responsible for promoting human rights-related policies and matters. 
We provide an employee handbook or access to all Human Resources policies online on the day of their onboarding, 
which includes all relevant human rights policies and practices. The related HR regulations or work rules are also 
announced on the Company’s internal website to enhance information transparency. In addition, we require all non-
managerial employees of Tanvex USA to undergo at least 1 hour of online training every 2 years, while managerial 
employees are required to undergo at least 2 hours of training. The total hours of training in 2023 and 2024 with a total 
of 278 hours for 2023 (47 managers and 184 employees) and for 2024 a total of 372 hours (for 36 managers and 114 
employees). To ensure that our partners also uphold the concept of respecting human rights, we include relevant human 
rights clauses in supplier contracts. 
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3-4 Occupational Health and Safety
Tanvex BioPharma values every employee’s safety and health in our workplace. We follow “Safety and 
Health Management System (SHMS) guidelines” issued by the Federal Occupational Safety and 
Health Administration (OSHA) and established our occupational safety and health (OSH) management 
programs. We also conduct worksite analysis, incident reporting and investigation procedures, hazard 
prevention and control, and safety and health training to prevent occupational hazards.

Moreover, Tanvex BioPharma expects full participation from our employees in safety initiatives 
and strives to enhance their safety awareness. Our employees have the right to refuse 
to perform work that threatens their health and safety. Every refusal and any corrective 
actions taken to address health and safety concerns is documented and individuals such 
as the supervisor, manager, director of facilities, and environment health and safety (EHS) 
representative are informed. We spare no effort to eliminate hazards and create a safe and 
healthy work environment.

3-4-1 �Occupational Health and Safety Management

Ensuring Workplace Safety 	

Tanvex Biopharma EHS Department is in charge of the development, implementation, and 
maintenance of the occupational health and safety management plans and related programs. 
The EHS Department responds quickly to emails, comments, and Hazard Identification and 
Near Miss reports in order to ensure the immediacy and effectiveness of communication, and 
will conduct hazard assessments as well as ergonomic evaluations upon request. The EHS 
Department also assists laboratory employees directly with chemical hazards communication, 
by completing the hazard classification of all routinely prepared solutions, following the definitions 
under the “Globally Harmonized System of Classification and Labelling”.

The EHS discusses the incidents, issues, and activities during the previous months and takes 
recommendations and feedback from committee members in occupational safety committee 
meetings. During these meetings, results of regular safety inspections and corrective actions, as well as 
new regulations and /or required training programs are discussed. Safety Committee representatives are 
entrusted with reporting information back to their departments.
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04	  	  

Life Saving  Life Saving  
Medical Innovation Medical Innovation 

4-1	� Product Research and  
Development Progress and Outlook

4-2	 Customer Health and Safety

4-3	 Supplier Quality Management

•	 Tanvex BioPharma’s first biosimilar 

drug, TX01, received U.S. FDA 

approval in July 2024, marking an 

important milestone in the Company’s 

research and development.

•	 Enhanced contract development 

and manufacturing organization 

(CDMO) capabilities to meet 

diverse client needs.
•	 The average local 

procurement ratio 

in Taiwan and the 

U.S. in 2024 was 

99.2%.



4-1 Product Research and Development Progress and Outlook
Tanvex BioPharma focuses on the vertical integration of research and development, 
manufacturing, and sales. It specializes in the development of biosimilar drugs. Currently, 
Tanvex BioPharma has establishments in Taiwan and the United States, including 
Tanvex Taiwan and Tanvex USA, Inc. In Tanvex Taiwan holds the patents and is primarily 
responsible for cell line and early-stage bioprocess development, while Tanvex USA 
focuses on process scale-up technologies such as cell culture and the production and 
application of process patents.

In recent years, many drugs for serious diseases such as cancer, rheumatoid arthritis, and 
autoimmune diseases are biopharmaceuticals. However, their complex manufacturing 
processes result in high prices, making it difficult for many patients to afford these 
biopharmaceuticals. Additionally, these high costs pose a burden on government 
healthcare expenditures. Therefore, the development of biosimilar drugs creates a vast 
market potential and business opportunities. Tanvex BioPharma is market-oriented and 
committed to developing safe, effective, and affordable drugs, aiming to benefit more 
patients and significantly reduce healthcare expenses. The manufacturing process 
and production technology of biosimilars are complex. However, Tanvex BioPharma, 

with its state-of-the-art equipment, excellent research and development talent, latest 
environmental protection technology, rigorous and professional process development 
capabilities, and cGMP drug production capabilities, are gradually bringing its products 
to the market and will continue to move towards becoming an internationally renowned 
biopharmaceutical company.

4-1-1 Advantages of Product Development

The core competitive advantage of Tanvex BioPharma lies in its research and 
development technical platforms and production capacity, which encompasses both 
Mammalian Cell Line Development and Microbial Fermentation. Tanvex BioPharma 
can vertically integrate the entire value chain of biosimilar drugs, from cell line 
development, cell culture, purification, and active pharmaceutical ingredients to 
commercial production. Tanvex BioPharma has the ability to fully grasp the technology 
and costs and maintain flexibility to adapt to changes in market demand, ensuring 
efficiency and competitiveness in the market.

@Tanvex USA

@Tanvex USA@Tanvex Taiwan

Cell Line Development
•	 	Cutting-edge Mammalian Cell Line & 

Microbial Drug Development Platform

•	 Create cell lines with future 
manufacturability

Manufacturing Optimization
•	 Internationally recognized single-use 

biopharmaceutical process technology 
to ensure process quality and safety

Commercial Production
•	 Completion of warehouse, production 

capacity, and production line 
equipment installation, with reserved 
space for future expansion
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4-2 Customer Health and Safety
Tanvex BioPharma commits to delivering our value through safe, effective and 
affordable biopharmaceuticals to cure disease and prolong patients’ life. Customers’ 
health and safety is our top priority. By fol lowing regulations, setting up a 
comprehensive quality system, conducting rigorous clinical trials, and developing 
product recall mechanism, we are able to ensure Tanvex has the best environment for 
drug production. 

4-2-1 Drug Safety

Quality Management System 	

To ensure our products used by patients are safe, effective and of high quality, Tanvex 
BioPharma has established a complete quality management system and operation standard 
in the “Quality Manual”. Our Quality Assurance team is responsible for the “Annual Product 
Review (APR)” which processes are clearly outlined in the APR guidance. Performing the 
APR for Tanvex BioPharma is to ensure our product quality standards and the continued 
appropriateness of specifications, manufacturing, and control procedures can be evaluated. 
Besides, we also incorporate the continuous improvement mechanism into the quality 
management system. Our “Quality Management Review” mechanism is designed to 
monitor the suitable, adequacy, effectiveness, and the continuous improvement of Tanvex 
BioPharma‘s Quality Management System.

Sufficient and experienced qualified personnel are fully staffed throughout our entire production 
line. We standardize the basic process of “procedure control”, “monitoring and labeling”, and 
“inspection and control operations” to make sure relevant personnel have guidance. Periodic 
training in the quality system for relevant employees helps them to understand the latest 
requirements. Tanvex BioPharma complies with “PIC/S Good Manufacturing Practice” (GMP) 
and other related regulations.  To provide safe, effective and affordable  biosimilar drugs, 100% 
of our products are assessed through strict testing and evaluation. 

Management of Counterfeit Drugs 	

The surge in the number of counterfeit drugs in the global market has become an urgent 
public health problem. Lots of people health was harm or die because of counterfeit 
drugs annually. As a result, pharmaceutical companies have to face loss of public 
confidence and revenue decline. 

Tanvex BioPharma develops a comprehensive tracking system, and alerting and recall 
mechanisms for our products to ensure the safety of our customers. By implementing the 
“TraceLink Track & Trace system”, we are able to track the journey of all products within 
the supply chain and trace all the intermediate stops it takes from product manufacturing, 
through secondary packaging and distribution to the end user. All products will be serialized 
and assigned to each salable unit of product. This can help in identifying the information 
of a product’s origin, batch number, expiration date and where it is sold to.  There were no 
identified cases of counterfeit products in 2024.

Pharmacovigilance Systems 	

Pharmacovigilance is the process of detecting and monitoring the safety of medicines 
and taking action to reduce the risks and increase the benefits of medicines. The 3 major 
components of a pharmacovigilance system are data collection, and data analysis and 
reporting. Through drug safety surveillance, drug abuse and adverse effects monitoring 
and safety monitoring of new products, pharmacovigilance plays a key role in the industry.

Our pharmacovigilance services are outsourced to a 
professional clinical research organization (CRO), and 
a complete mechanism for receiving, communicating, 
reviewing, classifying and responding/reporting to 
product or patient complaints has been established with  
the CRO.
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4-3 Supplier Quality Management
As an international pharmaceutical company, it is very important to have a good and 
resilient supply chain, which can not only reduce risks, but also improve our corporate 
competitiveness among peers. Only a stable supply chain can ensure the quality of drug 
production, and our products can be delivered to patients safely and promptly. We proactively 
manage our supply chain in order to ensure that raw materials are purchased from qualified 
suppliers, and that qualified raw materials are used in the pharmaceutical production process. 

Strategy for Supply Chain Management 	

Our Material Management and Quality team is responsible for Tanvex BioPharma‘s 
supply chain management. Based on FDASIA Title VII Drug Supply Chain Provisions, 
FDA ICH guidance on good manufacturing practice (GMP), Pharmaceutical Development 
and Quality Risk Management, Tanvex BioPharma. established the Purchasing Policy to 
generally manage our material procurement. To achieve a high level of excipient quality 
and maintain the integrity of the supply chain, we also comply with IPEC-PQG GMP 
Guide for Excipients as the basis for establishing documents and criteria. 

Tanvex BioPharma have also developed several programs integrated into our supply chain 
management, including Vendor Management Program, New Supplier Set Up program, 
Supplier Qualification Program, BSE/TSE (bovine spongiform encephalopathy / transmitting 
spongiform encephalopathy) program and Inventory Control. These functional programs 
are to ensure that details throughout the whole supply chain are noticed. The mechanisms 
of selection and assessment for suppliers are built under the programs. The material 
management review for all suppliers is set up and assesses each purchasing activity. All 
of the critical suppliers cooperating with Tanvex BioPharma are required to sign quality 
agreements. Mail-in audits and site audits for suppliers will depend on their criticality.

If suppliers violate Tanvex BioPharma’s supply chain management policies, we set up a 
mechanism to punish a supplier. In conjunction with the Quality Event unit, materials that 
are non-conforming are investigated, tracked and trended. The supplier status may change 
due to monitoring information either immediately or as a result of cumulative information 
based on investigations and trending. Tanvex BioPharma are planning for the scorecard for 
supplier evaluation and audits to improve the efficiency of managing the supply chain.

Assessment for Existing and New Suppliers 	

Conducting an assessment of our existing and new suppliers is essential to ensure 
that we have high quality and condition to produce products. Tanvex developed supplier 
evaluation and audit SOPs for our supply chain management. 

Tanvex BioPharma’s Supplier Qualification Program is developed to define the process 
for screening, qualification, oversight, evaluating, and life cycle management of suppliers. 
Supplier evaluation over the course of the life cycle will be specifically focused on the 
capability of the supplier to meet requirements and expectations related to process 
output, inventory demand, and consistent quality.

Once a new supplier qualification request is initiated, Tanvex BioPharma will assign the 
supplier a specific category based on the material and service provided and the degree 
impact on the product safety, efficacy, quality and project needs. The categories include 
Critical Supplier (CS), Category “A”, Category “B”, Category “C”. Every supplier needs to 
complete a supplier questionnaire which is to obtain information about their business, 
compliances policies and procedures to determine the ability to meet applicable regulations 
and Tanvex’s requirements. If supplier audit is required, it should follow our “External Audit 
Program”. “Quality Agreement” is only required to be completed by suppliers who are CS 
and Category “A”. All of the qualified suppliers will be added to our “Approved Supplier List 
(ASL)” which is maintained by our Quality Assurance Department.
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Environmental Environmental 
SustainabilitySustainability

5-1	 Climate Change Governance

5-2	 Energy and Resource Management

•	 Tanvex BioPharma continue 

maintained well toxicity 

management and did not 

violate any regulations or 

procedures related to toxic 

chemical substances in 2024.

•	 Tanvex BioPharma adhered 

the “Task Force on Climate-

related Financial Disclosures 

(TCFD)” and identified four 

relevant climate risks and  

two climate opportunities.



5-1	 Climate Change Governance
According to the “Global Risks Report 2024” released by the World Economic Forum 
(WEF) in early 2024, which surveyed global risk perceptions for short-term (2-year) and 
long-term (10-year) risks, it is noteworthy that environmental issues occupy five out of the 
top ten long-term risks, and “Extreme weather events” ranks first. This result suggests 
that the challenges posed by extreme weather to human life and corporate operations 
have intensified. Companies must actively accelerate their actions to adapt to climate 
change, respond to imminent environmental challenges, and reduce operational risks to 
move towards sustainable development.

Facing the issues of extreme weather caused by global warming and potential operational 
impacts, Tanvex BioPharma officially adopted the Task Force on Climate-related Financial 
Disclosures (TCFD) framework. By collecting international climate research results, taking 
industrial characteristics into consideration, and gathering the climate-related regulations 
of countries that we operate in, climate risks and opportunities related to the Company 
are identified for us to further formulate corresponding strategies to address climate risks 
and opportunities, and strengthen climate change management.

5-1-1	 Climate Change Risk Management

In 2022, Tanvex BioPharma integrated cross-departmental resources and introduced 
the “Task Force on Climate-related Financial Disclosures” (TCFD). Following the TCFD 
guidelines, the Company assessed climate risks and opportunities, and the related 
response plan has been confirmed by senior management. The progress of climate 
management is to be reported to the Board of Directors by the Sustainable Development 
Committee. In terms of climate action, the Sustainable Development Committee has 
established four task forces: Sustainable Governance, Product Quality Risk Management, 
Social Care, and Environmental Sustainability. These task forces formulate measures to 
address potential climate-related risks and opportunities.

•	 The Board of Directors of Tanvex BioPharma serves 
as the highest governance body for sustainability. The 
Sustainable Development Committee, responsible for 
promoting sustainable development, was established 
in August 2022. Sustainable Development Committee 
consists of four cross-departmental task forces 
and executes the identification and formulation 
of strategies to address climate-related risks and 
opportunities.

•	 Following the TCFD guidelines, Tanvex BioPharma 
integrates industry analysis and considers its own 
operations, material climate related risks and 
opportunities are identified based on their impact 
levels.

•	 The Company evaluates each issues by defining 
short, medium, and long-term timeframes for the 
occurrence of risks and opportunities, within duration 
of 3 years, 3 to 5 years, and over 5 years, respectively.

•	 The potential financial impacts of material risks and 
opportunities are assessed qualitatively.

•	 We regularly convenes cross-departmental members 
through task forces of Sustainable Development 
Committee to gather and review climate risks and 
opportunities relevant to the Company. By assessing 
the materiality of climate issues based on impact 
levels and likelihood, members of task forces review 
and formulate response strategies, and report 
the disclosure content to senior management for 
decision-making and approval.

•	 Product lifecycle plans are to develop, and 
management indicators and targets for climate 
strategies will be established before product 
production and launch.

•	 We will establish business continuity plans (BCP) 
and abnormality handling procedures, and conduct 
regular drills to reduce operational damages caused 
by disasters.

•	 We will implement ISO 14064-1:2018 GHG inventory 
to meet the criteria for Sustainability Development 
Roadmap for Listed Companies.

Governance

Strategy

Risk Management

Metrics and 
Goals
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Appendix 1: GRI Standards Index  
GRI Standards Index

Terms of Use Tanvex BioPharma has been followed GRI standards for the period 2024/1/1-2024/12/31

Applied GRI 1 GRI 1 Foundation 2021

Applicable industry GRI standards No

GRI Standards Index

GRI standards Disclosure Title Pages Remarks 

General Disclosures 

GRI 2 General Disclosures (2021)

2-1 Organizational details 6   

2-2 Entities included in the organization’s sustainability reporting 3   

2-3 Reporting period, frequency and contact point 3   

2-4 Restatements of information -- 

2-5 External assurance --   No external assurance in 2024

2-6 Activities, value chain and other business relationships 7   

2-7 Employees 6, 43  

2-8	Workers who are not employees 43-44  

2-9 Governance structure and composition 26-32  

2-10 Nomination and selection of the highest governance body 29  

2-11 Chair of the highest governance body 26-27  

2-12 Role of the highest governance body in overseeing the management of impacts 11   

2-13 Delegation of responsibility for managing impacts 11   

2-14 Role of the highest governance body in sustainability reporting 11  
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Appendix 2: SASB Index
Code Accounting Metric Disclosure Chapter Page

Topic: Safety of Clinical Trial Participants

HC-BP-210a.1 Discussion, by world region, of management process for ensuring quality and patient safety during clinical trials 4-2-3 Customer Health and Safety. 72

HC-BP-210a.2
Number of FDA Sponsor Inspections related to clinical trial management and pharmacovigilance that resulted in: (1) 
Voluntary Action Indicated (VAI) and (2) Official Action Indicated (OAI)

No relevant FDA inspection in 2024. -

HC-BP-210a.3 Total amount of monetary losses as a result of legal proceedings associated with clinical trials in developing countries Not happened in 2024. -

Topic: Access to Medicines

HC-BP-240a.1
Description of actions and initiatives to promote access to health care products for priority diseases and in priority 
countries as defined by the Access to Medicine Index

The Company is not in position and does not have 
resources to support these initiatives at this time. 

-

HC-BP-240a.2
List of products on the WHO List of Prequalified Medicinal Products as part of its Prequalification of Medicines 
Programme (PQP)

None. -

Topic: Affordability & Pricing

HC-BP-240b.2 Percentage change in: (1) average list price and (2) average net price across U.S. product portfolio compared to previous year
Not applicable. Our products are not launched in the 
U.S. yet.

-

HC-BP-240b.3 Percentage change in: (1) list price and (2) net price of product with largest increase compared to previous year
Not applicable. Our products launched for the first 
time in Canada in 2024.

-

Topic: Drug Safety

HC-BP-250a.1
List of products listed in the Food and Drug Administration’s (FDA) MedWatch Safety Alerts for Human Medical Products 
database

Not applicable. Our products are not launched in the 
U.S. yet.

-

HC-BP-250a.2 Number of fatalities associated with products as reported in the FDA Adverse Event Reporting System
Not applicable. Our products are not launched in the 
U.S. yet.

-

HC-BP-250a.3 Number of recalls issued, total units recalled 4-2-2 Management of Drug Return and Recall 71

HC-BP-250a.4 Total amount of product accepted for take-back, reuse, or disposal 4-2-1 Drug Safety 70

HC-BP-250a.5 Number of FDA enforcement actions taken in response to violations of current Good Manufacturing Practices (cGMP), by type 4-2-1 Drug Safety 70
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Appendix 3: Climate-Related Information of TWSE/TPEx Listed Company   
Risks and opportunities for the Company arising from climate change and related measures taken by the Company

Title  Disclosure Chapter Pages

1 
Describe the Board of Directors’ and management’s oversight and governance of climate-related risks and 
opportunities.

5.1 Climate Change Governance 77

2 
Describe how the identified climate risks and opportunities affect the business, strategy, and finances of the 
business (short, medium, and long term).

5.1 Climate Change Governance 77-80

3  Describe the financial impact of extreme weather events and transformative actions. 5.1 Climate Change Governance 79-80

4 
Describe how climate risk identification, assessment, and management processes are integrated into the 
overall risk management system.

5.1 Climate Change Governance 77-78

5 
If scenario analysis is used to assess resilience to climate change risks, the scenarios, parameters, 
assumptions, analysis factors and major financial impacts used should be described.

The Company has not yet used scenario analysis to assess climate 
change risk.

-

6 
If there is a transition plan for managing climate-related risks, describe the content of the plan, and the 
indicators and targets used to identify and manage physical risks and transition risks.

The Company has not yet set transition plan for managing climate-
related risks. 

-

7  If internal carbon pricing is used as a planning tool, the basis for setting the price should be stated. The Company does not use internal carbon pricing tools. -

8 

If climate-related targets have been set, the activities covered, the scope of greenhouse gas emissions, the 
planning horizon, and the progress achieved each year should be specified. If carbon credits or renewable 
energy certificates (RECs) are used to achieve relevant targets, the source and quantity of carbon credits or 
RECs to be offset should be specified.

The scale of operation of the Company is still in the growth stage, and 
currently climate-related emission reduction targets have not been set. 

-

9  GreGreenhouse Gas Inventory and Assurance Status, Reduction Targets, Strategies, and Concrete Action Plans.

The Company has not conducted greenhouse gas inventory and 
assurance. We will follow the schedule outlined in the “Corporate 
Governance 3.0 - Sustainable Development Roadmap” to complete the 
disclosure of greenhouse gas inventory and assurance information.

-
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